Problems associated with the establishment of maximum nutrient limits in infant formula.
Because each increase in personal security is accompanied by a small but measurable decrease in individual liberty, congress and the American people have been reluctant to provide to the regulatory agencies authority beyond that which they believe is the minimum necessary to avoid a crisis. For government to act in any area involving nutrient fortification of foods requires an acceptable database demonstrating a health hazard. The requirements of current law demand that new formulas be investigated by appropriate clinical studies but do not grant the FDA clear authority to establish maximum limits for nutrients in infant formulas. Except when an unquestionable hazard can be demonstrated, there are important barriers to governmental action in this area. Without a clearly defined, scientifically acceptable database, without consensus in the scientific and professional community, and without public support for action to be taken in this area, the establishment of maximum limits for many nutrients will be extremely difficult.